This paper is concerned with reviewing the use of acupuncture for the relief of chronic bronchial asthma, for it is our intention to embark upon a controlled clinical trial of acupuncture therapy in the context of general medical practice. A secondary property of this paper is a discussion of clinical trial methodology as applied to a complementary therapy.
Acupuncture
Acupuncture is a therapy which has gained some recognition both within the realms of popular practice and, perhaps more importantly, within the realm of medical practice. The practice of acupuncture is a collection of procedures which include the insertion of needles at specific points of the body for both the relief of pain and the treatment of disease, with moxibustion and cupping.
Traditional descriptions of acupuncture are concerned with the flow of vital energy, called ch'i, along fixed paths called meridians. These are linked together with each other and the organs ofthe body. Flow of energy along these paths has a circadian rhythm, so that at times and season it may vary. Energy in this context has a bipolar character; it can be positive called 'yang', and negative called 'yin'. The energy within the body, ch'i, reflects both the vitality of the universe and society".
For a body to be healthy in this system of description, the flow of ch'i in the meridians is normal and balanced. Essentially the process is one of maintaining balance, i.e, becoming healthy or losing health. Diagnosis, too, is seen as a process and takes into account many factors. It includes a patient history of changes in behaviour, appetite and emotions. The state of the skin, eyes, breath and tongue are noted for colour, consistency and odour. There are also special techniques for the evaluation of the flow of energy in the 12 meridians, electrical measurements of skin resistance, and the palpation of skin subcutaneous tissue.
Although the mode of action of acupuncture is not known precisely, there are a number of suggestions which propose that the mechanism is linked with the secretion of endorphins", Yu and Lee" suggest that acupuncture relieves that part of the bronchoconstriction which does not arise from the constriction of smooth muscle as a result of chemical mediators. The effect of acupuncture in asthma is mediated through modification of the reflex component of bronchoconstriction. Other writers invoke the proximity of the central nervous system projections of the acupuncture simulation site and the pain path as the rationale for the selection of treatment loci, humoralbiochemcal mechanisms, neuromechaniams, and the bioelectric mechanism 1 • It has been pointed out, however, that these descriptions are made by 'scientific apologists'! .
It is more likely that acupuncture represents many phenomena and that a primary difficulty, as discussed later, lies in a treatment modality that is underpinned by an Oriental philosophy being subjected to an explanation by the differing theoretical understanding of modern Western medicine.
Asthma
Asthma is a condition characterized by symptoms which are present over long periods of a patients' life. The number of people with asthma in the United Kingdom is estimated to be about two million -a number too great for the hospital services to provide continuing care. Although the condition is often mild and readily treated, for those persons with a chronic condition the illness is composed of recurrent crises and debilitation. Gregg" estimates that the incidence of asthma in the population is increasing, and in a form that is frequently more severe than in the past. The general practitioner is in a position to identify the incidence of asthma, to be involved in preventive measures and to offer early treatment. Many persons seen in hospital outpatient departments could be managed just as easily in the context of the general practitioner clinics.
Asthma is often refractory to pharmacotherapy, the side effects of which can be distressing. A low-risk form of treatment such as acupuncture could constitute an advancement in the management of asthma 6 , particularly if used in the context of general medical practice which utilizes elements of patient education and a self-care perspective.
Clinical controlled trials of asthma
A literature search was carried out using the Medline database through St Mary's Hospital Medical School library. The criteria for the search were English language papers on 'asthma therapy' and 'acupuncture' published in the past ten years. Eight studies were discovered having a controlled trial methodology which used either a 'placebo' or 'no treatment' control groupJ·6-12.
Although these trials ostensibly used a controlled trial methodology, there were many inconsistencies. First, most of the trials had few subjects; the largest trial had 111 subjects but the rest had no more than 25. Second, there was a large disparity in the age ranges; in one trial the ages ranged from 6 to 71years. Third, the clinical entities were wide-ranging.
The predominant conclusion of the controlled trials was that at best acupuncture resulted in only modest improvement in the 'objective' assessment of airways impedance. These objective measures were mainly concerned with expiratory flow rates, airway conductance and thoracic gas volume. A greater perception of symptom relief was made subjectively by the patients using self-report measures and diary techniques, a point that will be discussed further later in the paper.
Clinical evaluations
Two trials 1 3 • 14 were essentially evaluations by clinicians of clinical practice. A range of symptoms associated with asthma were covered, the treatment approach being varied according to the presenting symptoms. The number of treatment sessions was not standardized but varied according to the symptoms and symptomatic improvement.
The criteria for improvement were subjective and included the assessments of both practitioner and patient. Cioppa'P found that 67% of the patients improved with acupuncture treatment. The conclusions ofthis research were that acupuncture appears to: (a) relieve muscle spasm; (b) be useful in subacute conditions; (c) be something other than hypnosis; (d) facilitate manipulation; (e) have an immediate effect; if) give complete remission -not only palliation -in many cases; (g) give a sense of well being; (h) be a valuable adjunct to standard practice. Fuller 14 also considered acupuncture to be effective in treating chronic asthma and recommended its use.
The remaining papers were a collection of miscellaneous reports and letters about the clinical application of acupuncture, the relationship to general medical practice, and replies to letters lS -21 • Hossri22 described the use of acupuncture massage for the relief of asthma in children. This entails a number of techniques using pressure at acupuncture sites, friction and manipulation. Hossri also used hypnosis in combination with these techniques. Acupressure, the substitute of digital pressure for needling at specific sites, has been used in medicine and dentistry both for the relief of pain and tension23-2~.
Discussion
There is a disparity between the claims of acupuncturists as to positive clinical benefit, and the findings of the clinical trials research, which demonstrates little 'objective' change but does emphasize 'subjective' change. Such difficulties bedevil the assessment of alternative or complementary therapies, particularly since there is a confusion between different levels of measurement -i.e. between that which is measurable in terms of quantity such as gas volume, and that which cannot be readily subjected to such quantification such as 'feeling better'.
A more serious critique concerns the controlled trial methodology itself. The trials studied here failed to provide a sample size with sufficient power to make any valid conclusions from the statistics/". Furthermore, the trials really did not investigate 'acupuncture', The process of standardizing the treatment approach removed from the practice itself that which is the essence of the treatment. By restricting needling sites to specific loci, limiting the number of treatment sessions and abdicating the use of traditional diagnostic practices, the trials were really reduced to testing the insertion of needles at particular points. It is therefore not surprising that needling as 'acupunc-Journal of the Royal Society of Medicine Volume 80 April1987 223 ture' in these trials differed from needling as a 'placebo' or 'sham' acupuncture. What the trials failed to do was realize that even though methodology can be applied, ifit is applied without understanding simply as a formula then no significant findings emerge. To do this abdicates both responsibility in science and real discovery. Science is not methodology; methodology serves science.
How can we as scientists say that we have subjected a practice to adequate investigation when we remove from the process that which is essential? When applied rigidly, clinical trials remove the interaction between the subject and the researcher. It is this very interaction which is at the very heart of clinical practice, and which cannot be removed no matter how impersonal we may wish to be. The separation of the disease from the person loses those very qualities which we need to understand. Diseases may be treated as aggregates and submitted to statistical analysis, but it is individual persons in whom those diseases are located and who confront us in our surgeries.
Another feature of the clinical trial methodology was that asthma was seen as a homogeneous clinical entity. There was no consideration that the symptoms were located within persons who perceived their symptoms differentially, or that asthma in a 6·year-old is qualitatively different from that in a 71-year-old.
Asthma appears to be tractable to acupuncture when treated by committed clinicians who use traditional techniques. The clinical trials have not investigated acupuncture as a treatment modality, but 'needling techniques'. The challenge for clinicians and researchers is to examine rigorously the practical effects of acupuncture treatment but from a perspective which involves the whole person and the totality of the treatment process.
The way forward It is our intention to carry out a pilot study of aeupucture treatment and education classes in the management of chronic asthma. Our referrals will be taken from hospital outpatients where the patients will be assessed by an external researcher, who will also carry out the post-trial blind assessment. Of 150 patients who will be recruited to the study, 50 will be randomly allocated to an acupuncture treatment; another 50 patients will be allocated to education classes; and the third group of 50 patients will be offered continuing general practitioner contact only, All groups will be asked to complete a diary for the eight-week treatment period, and at a later follow-up period.
The acupuncture treatment method will be determined by the acupuncturist. There will be no definite fixed number of treatment sessions, but it is anticipated that the acupuncturist will attempt to keep within the eight-week timescale. The acupuncture sites will not be controlled, and it is expected that the acupuncturist will use a traditional pulse diagnosis.
The data collected will cover a broad spectrum of information concerned both with the symptoms and illness behaviour, as follows: (1) impact of asthma upon health (using the Nottingham Health Profile 27. 28 and life style data (Social Problem Questionnaire 29 ) , and locus of control 30 ; (2) diary recording of events 3 1 -3 3 , asthma attacks, use ofmedicationjbronchodilator, night-time disturbance, time off work, crisis consultations, GP home visits and scores for wheeze, breathlessness, chest tightness and cough;
(3) qualitative measures of practitioner, patient and family satisfaction; (4) knowledge and skills of patient about the management of asthma; (5) peak expiratory flow.
The education classes will consist of direct teaching about allergens and triggers of asthma (physical, psychological and relational); the correct use of medication, where appropriate, and the bronchodilator; and what asthma is in terms of airway impedance. Building on this basis there will be an opportunity for each person to identify through the diaries their own particular triggers.
A number of complementary strategies will be introduced, including dietary understandings, specific breathing technique, the use of relaxation techniques and stress management. It is anticipated that the people involved in this project will be able to personalize these strategies according to their own lifestyles and the contexts in which they become symptomatic.
This pilot study will attempt to meet our earlier criticisms of controlled trials. Acupuncture will not be restricted solely to needling, and a range of data will be collected which will include the physical, the psychological, the relational and the familial.
